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Bldg. 66, rm. 3521, Silver Spring, MD
20993-0002. In addition, there will be
available for inspection at each of the
Food and Drug Administration district
offices the same information for firms
within the geographical area of such
district offices. Upon request,
verification of a registration number or
location of a registered establishment
will be provided.

(b) The following listing information
will not be available for public inspec-
tion or posted on the FDA Web site:

(1) For contract manufacturers, con-
tract sterilizers, and private label man-
ufacturers, the proprietary or brand
name(s) under which a device is mar-
keted and the FDA-assigned premarket
submission number, if this information
would reveal a confidential business re-
lationship;

(2) FDA-assigned listing numbers.

[77 FR 45943, Aug. 2, 2012]

§807.39 Misbranding by reference to
establishment registration or to
registration number.

Registration of a device establish-
ment or assignment of a registration
number does not in any way denote ap-
proval of the establishment or its prod-
ucts. Any representation that creates
an impression of official approval be-
cause of registration or possession of a
registration number is misleading and
constitutes misbranding.

Subpart C—Procedures for Foreign
Device Establishments

§807.40 Establishment registration
and device listing for foreign estab-
lishments importing or offering for
import devices into the United
States.

(a) Any establishment within any
foreign country engaged in the manu-
facture, preparation, propagation,
compounding, or processing of a device
that is imported or offered for import
into the United States shall register
such establishment and list such de-
vices using the FDA electronic device
registration and listing system in con-
formance with the procedures in this
section, §807.41, and subpart B of this
part. The official correspondent for the
foreign establishment shall facilitate
communication between the foreign es-
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tablishment’s management and rep-
resentatives of FDA for matters relat-
ing to the registration of device estab-
lishments and the listing of device
products.

(b) Each foreign establishment re-
quired to register under paragraph (a)
of this section shall submit the name,
address, and phone number of its
United States agent as part of its ini-
tial and updated registration informa-
tion in accordance with subpart B of
this part. Each foreign establishment
shall designate only one United States
agent and may designate the United
States agent to act as its official cor-
respondent.

(1) The United States agent shall re-
side or maintain a place of business in
the United States.

(2) Upon request from FDA, the
United States agent shall assist FDA
in communications with the foreign es-
tablishment, respond to questions con-
cerning the foreign establishment’s
products that are imported or offered
for import into the United States, and
assist FDA in scheduling inspections of
the foreign establishment. If the agen-
cy is unable to contact the foreign es-
tablishment directly or expeditiously,
FDA may provide information or docu-
ments to the United States agent, and
such an action shall be considered to be
equivalent to providing the same infor-
mation or documents to the foreign es-
tablishment.

(3) The foreign establishment or the
United States agent shall report
changes in the United States agent’s
name, address, or phone number to
FDA within 10-business days of the
change.

(c) No device may be imported or of-
fered for import into the United States
unless it is the subject of a device list-
ing as required under subpart B of this
part and is manufactured, prepared,
propagated, compounded, or processed
at a registered foreign establishment;
however, this restriction does not
apply to devices imported or offered for
import under the investigational use
provisions of part 812 of this chapter.

(d) The device establishment reg-
istration and device listing informa-
tion shall be in the English language.

[66 FR 59160, Nov. 27, 2001, as amended at 77
FR 45944, Aug. 2, 2012]
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